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EXECUTIVE SUMMARY

THIS REPORT PROVIDES AN OVERVIEW OF THE DSHS/DOH HUMAN RESEARCH
REVIEW BOARD. IT SUMMARIZES THE BOARD'S AUTHORITY AND FUNCTIONS, .
OUTLINES THE HUMAN RESEARCH REVIEW PROCESS, AND DESCRIBES MAJOR
ACTIVITIES DURING FY 1989-~1990. IT ALSO INCLUDES A LOG - OF ALL
RESEARCH PROJECTS THAT WERE UNDER REVIEW DURING THIS TWO YEARV
PERIOD». .

State 1aw, administrative regulations and department policy require
that the DSHS/DOH Human Research Review Board review and approve
all research (except certain limited categories) involving DSHS and-

DCOH clients, employees or confidential records, and all human =

subject research funded by DSHS or DOH, or contracted to outside
parties, whether or not department cllents, employees or conflden—
t1a1 records are involved.

This review process is 1ntended to protect the rlghts of subjects

participating in the research, and to assure that the research is =
sound and is likely to produce beneflts Wthh are greater than the =

rlsks to subjects.

The DSHS/DOH Human Research Review Board is comprised of profes—v
sionals working both within and outside DSHS and DOH. Board
members volunteer a substantial amount of their time to review
proposals submitted by researchers. The membership of Board A and
Board B as of November 1990 is shown on pages v and vii.

The Board receives admlnlstratlve support from the DSHS Human
Research Review Section. The Coordinator of the Section also
serves as the Executlve Secretary of the Board. : :

More 1nformatlon. about the departments' human research review
policies and procedures, and copies of the Guide to DSHS/DOH Policy
on Protection of Human Research Subijects and the departments?
Research Application Kit, may be obtained by contacting the Human
~Research Review Section, OB-35, or by calling 753-0424  (SCAN 234-
0424) . ‘ ‘ . L
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ACTIVITY REPORT

Department of Social and Health Services
Department of Health

Human Research Review Board

Fiscal Years 1989 and 1990

I. PURPOSE

The Department of Social and Health Services and the Department of
Health are responsible for protecting the rights and welfare of
clients, employees, and members of the general public who serve as
subjects in research within the departments' jurisdiction. The
departments have fulfilled this responsibility by establishing a
formal policy for the protection of human subjects, and by
maintaining a standing Human Research Review Board, which operates
under the auspices of an Assurance of Compliance with the federal
Department of Health and Human Services. : ‘

The DSHS/DOH Human Research Review Board has primary responsibility
for implementing the departments' human subjects protection policy.
The Review Board conducts an ethical and a technical review of pro-
posed research projects to assure that the rights and welfare of
subjects are adequately protected, that risks are minimized, are

not unreasonable, and are outweighed by potential benefits. The
review must also determine that the proposed design and methods are
adequate and appropriate in the light of stated project objectives.

II. AUTHORITY

The departments' human subjects protection policy complies with
federal regulation (45 CFR 46) and with protective requirements of -
state law (e.g., RCW 42.48; RCW 71.05.030). Washington Administra-
tive Code (WAC 388-10) and DSHS Administrative Policy 12.01
prohibit any service or administrative unit from allowing the
conduct of research and related activities until the plans or
protocols have been approved by the Review Board. The departments'
policy and procedures are described more fully in the Guide to
DSHS/DOH Policy on Protection of Human Research Subjects. The
departments' policy on protecting human research subjects 1s
generally referred to as the human research review pollcy




IIT. ACTIVITIES SUBJECT TO BOARD REVIEW

Except for research activities specifically exempted in the Guide
to DSHS[DOH Policy..., Section V, the departments' human research
review policy applies to all research and related activities that
involve department clients, wards, or employees as human subjects,
or that require disclosure of their personal records, or disclosure

of nonpublic records in the departments' custody. Research
conducted by department staff which involves subjects who are not
department clients is also subject to the review policy. The

policy also applies to research and related activities contracted
by DSHS and DOH to non-departmental organizations or individuals,
regardless of whether the research involves department clients or
a nondepartmental subject population.

A description of activities subject to Board review is contained
in the Guide to DSHS/DOH Poligcy..., Sections I and III. This
document, however, may not always provide enough guidance in
distinguishing between research and related activities which are
subject to review, and administrative data collection or program
monitoring activities which are not subject to review. To meet
this need, Jurisdictional Guidelines have been developed to assist
researchers and program managers in determining the boundaries of
Review Board jurisdiction. These guidelines are available on
request from the Human Research Review Section.

IV. ADMINISTRATION

The DSHS Human Research Review Section is a small administrative
unit consisting of a coordinator and a half-time secretary. The
Coordinator of the Review Section provides staff support to the
Review Board, and coordinates and administers the DSHS/DOH human
research review pollcy. The Coordinator provides liaison between
DSHS and DOH and other agencies and institutions on human subjects
protection issues. The Coordinator also serves as the Executive
Secretary of the Review Board.

Research proposals requiring Board review must be submitted on the
departments' application forms. Research Application Kits are
available from the Review Section. ' The Coordinator of the Review
Section is available to assist researchers in completing their
applications, and to consult on ]urlsdlctlonal and policy or
procedural questions.

Department researchers and managers who are unsure of whether a
proposed activity requires Board review should call the Review
Section. Copies of the Guide to DSHS/DOH Policy..., and all other
documents described in this report, may be obtained from the Review
Section, by calling (206) 753-0424 (SCAN 234-0424) during regular
business hours.



V. REVIEW BOARD FUNCTIONS

The primary function of the DSHS/DOH Human Research Review Board.
is to protect the interests of individuals participating in
research within the departments' Jjurisdiction. An important
secondary function is to provide DSHS/DOH management with the
necessary expertise to determine whether proposed research is .

" valid, worthwhile, and in compliance with federal and state

statutes and regulations. DSHS and DOH administrators, managers
and supervisors are encouraged to refer all inquiries regarding
human subjects research to the Coordinator of the Review Section.

Vi. REVIEW BOCARD MEMBERSHIP

Review Board members are chosen to represent the diversity of

programs administered by DSHS and DOH, and to provide the necessary -

expertise to conduct a thorough ethical and technical review of -
proposed research. The Review Board is comprised of Board A, which
reviews all research proposals except those in mental health, and
Board B, which specializes in the review of mental health pro-
posals. 4

Review Board A includes at least twoc physician members who are
licensed to prescribe drugs in Washington State, and at least one
member whose primary interests are in nonscientific areas. Review
Board B includes at least two psychiatrists, as well as other
mental health professionals. The majority of Board members have
graduate level training in statistics, research design, and
research methods, and several are employed full time in scientific
research positions. Each Board retains at least one member whose
primary interest is in advocating for the rights of department
clients, patients, or wards. Although the majority of members are
department employees, the Board also includes community representa-
tives who are unencumbered by possible departmental interests. The
current membership of Board A and Board B is listed on pages v and
vii. ! :

VII. REVIEW PROCESS

Investigators wishing to conduct human subjects research which
falls under DSHS/DOH jurisdiction should submit their application’
‘to the Review Section. Depending on the nature, scope and com-
plexity of the proposed research, applications are either referred
to one of the full Review Boards for consideration at a regularly
- scheduled meeting, or are reviewed by the Board Chair and Executive
Secretary through the expedited process (See Guide to DSHS/DOH
Policy..., Section IV(1l) for activities that are eligible for
expedited review).




Copies of proposals requiring full Board review are sent to all
members two weeks prior to the meeting. One member is asked to
present the proposal to the Board at the meeting. This "primary
reviewer" may contact the researcher before the meeting to discuss
potential concerns or to obtain additional information. Oc~-
casionally, the researcher is invited to attend the meeting to
respond to questions or to provide supplementary information.

Following presentation of the proposal and discussion of any
concerns, the primary reviewer is asked for a disposition recommen-
dation. Disposition of the proposal is decided by a simple
majority vote of all members present at the meeting. The Board may
approve the proposal as submitted, approve the proposal subject to
specified revisions or clarifications, hold the proposal in
abeyance pending submission of supplemental information, or
disapprove the proposal.

Unfavorable review dispositions (i.e., disapprovals, restrictions,
special approval conditions) are binding and not subject to
administrative override. Researchers may appeal unfavorable review
dispositions directly to the Review Board. Each proposal approved
by the Board is subject to review and concurrence by the ap-
propriate DSHS/DOH division director or assistant secretary.

If approved research is to be conducted within departmental
offices, institutions or other facilities, the Review Section will
provide local administrators with information on Board approved
procedures, with a request that they supervise the research to
ensure that these procedures are followed.

VIII. MAJOR ACTIVITIES: 1989-1990

On May 31, 1989, Governor Booth Gardner signed into law Engrossed
Senate Bill No. 6152, which created a separate agency responsible
for health programs and policy in the State of Washington. The
Department of Health combined programs previously housed in the
DSHS Public Health Division, the Department of Licensing, the
Hospital Commission and the Board of Pharmacy. By creating a
single health agency in state government, the legislature intended
to create a strong, clear focus on health issues and to recognize
the need for individuals and communities to protect the public
health. The legislation creating the new Department of Health em-
emphasized the department's role as a clearinghouse for health in-
formation and a repository of population-based health-related data.

Approximately 40% of the proposals reviewed by the Board in 1987
and 1988 were in DSHS programs transferred to the new department.
Many of these proposals were submitted by university-affiliated
health professionals wishing access to identified personal records
governed by the research records disclosure law (RCW 42.48). Other
health research reviewed included the HIV Seroprevalence Studies
sponsored by the Centers for Disease Control, and studies of birth






IX. REVIEW VOLUME AND TRENDS

Table 1 summarizes five measures of Review Board activity over the
past seventeen years. Review volume has fluctuated over time, with
the general trend in review activity correlating rather closely
with the waxing and waning of funds available to support research.

Total projects under review (A), and new proposals received (B),
reached a high point in the late 1970's, dropped steadily through
the early 1980's, and increased significantly over the last eight
years. The total number of Board reviews (C) follows a similar
pattern, but has increased more dramatically since the early
1980's, and is almost three times what it was in 1982.

Review activity again increased significantly between 1987-1988 and
1989-1990, as it did between the previous two year periods. The
number of new proposals received (B) increased 28%, and the number
of Board reviews (C) increased 8%, during this two year period.
This trend is expected to continue into the foreseeable future.

During the latest two year period, the Review Board continued to
monitor the operation of the HIV Seroprevalence Studies in King,
Pierce and Snohomish Counties. The studies are administered
through the Department of Health with funds provided by the Centers
for Disease Control, and are managed by the local health depart-
ments in the three counties. Both blinded studies of left-over
blood obtained from clinic sites, and non-blinded studies which
collect sera for testing as well as interview data on risk-related
behaviors are currently being conducted at numerous sites. Field
plans for conducting these studies are individually reviewed and
approved by the Board.

Large scale field studies intended to evaluate the Family Indepen-
dence Program (FIP) continue to operate around the state. The
Review Board monitors the operation of the evaluations, and reviews
new study components before they begin. There also continues to
be a strong interest in conducting research related to Children and
Family Services programs, with a special emphasis on research on
child abuse and neglect.

With the creation of the Department of Health, the Review Board has
experienced an increased number of research proposals that request
access to DOH databases. Longitudinal data from a comprehensive
hospital discharge abstract reporting system (CHARS) recently has
become available, and has prompted requests from researchers
interested in exploring various health issues. DOH created the
Birth Events Records Database by linking CHARS data to birth
records, which also has stimulated interest among researchers. The
legislatively mandated evaluation of the Maternity Care Access Act
("First Steps") also has heightened awareness of the availability
of new computerized databases useful to health researchers.
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Toward the end of this two year period, the Review Board exper-
ienced an increase in the number and complexity of mental health
related research proposals. Proposals involving mentally ill
subjects have been received from The Washington Institute, from
staff at the two state mental hospitals, and from graduate students
at the University of Washington and Washington State University.
As more researchers become aware that mental health research with
hospitalized patients is feasible, the number of proposals is
expected to increase.

X. PROJECT LOG

All research proposals that were received for review by the
DSHS/DOH Human Research Review Board during FY 1989-1990 are listed
in the Project Log that begins on page 13. The Project Log also
includes research projects that were approved prior to FY 1989-1990
and were reviewed on an annual basis during the last two years.
Together, these two groups constitute the total number of active
projects during FY 1989-1990.

Table 2 shows the disposition of these active projects as of June
30, 1990. Almost forty percent of the active projects were
ongoing, i.e., continuing, at the end of FY 1990. Almost the same
percentage (37%) had been completed, and about 13% had been
cancelled or withdrawn by the. end of the period. Only 1.3% had
been dlsapproved while 9.4% were pendlng final disposition, i.e.,
they remained in various stages of review and had yet to receive
final approval to proceed.

Figure 1 shows the distribution of active research projects by DSHS
and DOH program area. Although the largest single category of
research proposals reviewed was in public health, the percentage
of health research declined between 1987-1988 and 1989-1990, from
42% to 31% of the total. Proposals in Children and Family Serv1ces
increased from 17% to 19%, and Mental Health proposals increased
from 16% to 17% of the total. Research in most other DSHS program
areas also experienced modest gains during the most recent two year
period.

The changes in percentages of the total reflect an increase in the
number of DSHS proposals rather than a significant decline in the
number of public health proposals, which remained almost constant.
The total number of active projects increased 24%, from 129 in
1987-1988 to 160 in 1989-1990.

Figure 2 shows the organizational affiliation of researchers
submitting proposals for review or actively conducting research
during the most recent two year period. Forty-two percent of these
researchers are university affiliated, with the University of
Washington accounting for the large majority. DSHS and DOH provide
an important source of data for students in graduate and post
graduate progranms. About 14% of the research under review is
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/ FIGURE 1. \

RESEARCH PROJECTS BY DSHS/DOH

PROGRAM: FY 1989-1990
( N = 160 )
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~ FIGURE 2.
RESEARCHER’S ORGANIZATIONAL
AFFILIATION FY 1989-1990
( N = 160 )
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conducted by university graduate students for thesis and disserta-
tion projects. The majority of this research involves access to
the departments' confidential records, and research which: requests
client participation in surveys. :

The percentage of all research conducted by DSHS and DOH resear-
chers increased from 19% in 1987-1988, to 26% in 1989-1990. This

figure does not include research contracted by DSHS and DOH to -

unlver51ty -affiliated researchers or to private non-profit agen-
cies. Research conducted by department staff for’ graduate credlt,
is listed as belng performed by unlver51ty students., :

11






~ PROJECT LOG

List of Projects Reviewed by .the
DSHS/DOH Human Research Review Board

During Eigbal Years 1989 and 1990
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Date of
Receipt

5-2-77

2-28-80

3-30-81

8-14-81

3-26-82

5-5-82

9-20-82

Proposal Title .and Principal

Investigator

"Sudden Infant Death Risk Fac-
tor", by Donald Peterson, M.D.,
Department of Epidemiology, Uni-
versity of Washlngton, Seattle,
wa :

"Studies of Reproductive Outcome
in the Hanford Nuclear Popula-
tion: Case-Control Study of Birth
Defects and Fetal and Infant
Deaths", by Ethel Gilbert, Ph.D.,
Pacific Nbrthwest Laboratorles,
Richland, WA ' : o

"A Study to Evaluate the Impact
of the Rural Health Clinic Ser-
vices Act of 1977 on Rural Health
Clinics in HEW Region X", by
Malcolm Peterson, M.D., Ph.D.,

Division of Community Medicine,
University of Washington, Seat-

tle, WA

"Surveillance of Childhood Cancer
Incidence as it Relates to Birth

Certificate Data", by Janet . R.

Daling, Ph.D., Department of
Epidemiology, Unlver51ty'of Wash—
ington; Seattle, ‘WA

"Cephalostat for Dental Care of
the Developmentally Disabled", by

Frederic Harris, Ph.D., Depart-
ment of Restorative Dentistry,

University of Washlngton, Seat-

tle, WA

"The Social Ecology of Residen-

- tial Environments", by Sharon
Landesman, - Ph.D., Frank Porter
Graham Child Development Center,
University of North :Carolina,
Chapel Hill, North. Carolina

"Risk Factors for Complex Febrile
Seizures: A Case-Control Study",
by Thomas Koepsell, M.D., M.P.H.,
Department of Epidemiology, Uni-
versity of Washlngton, Seattle,
WA ' S

.15

Current
Status

' Completed
12-7-89

Completed
7- 21 -88

Caﬁdelled

| 9-28-89

Ongoing
"cahcelled
7-20-88

Ongoing

‘fcempletedv'
6-1-89








